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Food and Drug Administration

Public Health Service

555 Winderley Pl., Ste. 200

Maitland, Fi

32751
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and implement changes in methods and procedures needed to correct and
prevent quality problems; disseminate information related to quality problems

to those directly responsible for assuring the quality of the Droduct or for
preventing quality problems; to submit information related to quality problems

to management for review: and analyze all sources of quality data to identify

existing and potential causes of nonconforming oroduct and other quality
problems (FDA 483, Item #1).

2. Your firm failed to adequately analyze complaint quality data using
appropriate statistical methodolocv to detect recurring aua!gtv n.rgb!ems as
required by 21 CFR 820. 100(a)(1) For example, comolamts are not
analyzed to determine other fallure modes that may be the source of the

identified problem (FDA 483, Item #7). source

=

3. Your firm failed to establish and maintain adequate instal!atlon and inspecti
instructions, and where appropriate test proc edur s, and to document the
inspection and any test results demonstratm th oper installation of the
device, as reaunred by 21 CFR 820.170. For ex mp!e, only about 30% of

Trip Reports are belna forwarded to the manufacturing facility responsible for
installation and any corrective action that may be required due to unexpected

)y M iUl ol uy

problems or non-conformance of the device (FDA 483, Iltem .2)
4. Your firm failed to establish adequate p c_:ed.ures for identifvin
needs and to ensure that all oersonnel
duties, including documentatlon of all tralm
820.25(b). For example, the individual resp

manufacturlno has not received anv in- h ous Q!’ forma! QS/GMP training, and
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MEDICAL DEVICE REPORTING

Your devices are misbranded within the meaning of section 502(t)(2) in that your
firm failed to develop, maintain and implement ade n
Drocedures and falled to furmsh matenal or |nfor ati

> written |

to the followung,

5. Your firm failed to develop, maintain and implement adeq
orocedures as reounred bv 21 CFR 803.17. For example, there ar

Ty se e

483, Item #3).
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6. Your firm failed to submit a report filed with you, identified as MedWatch
Report #26041-1999-008, which reported the lock-up of the hospital's
recording system. The incident reportedly occurred during an emergency
cardiac stent placement and delayed the reprofusion time by more than ten
minutes (FDA 483, Iltem #4).

The specific violations noted in this letter and in the Inspe
483) issued to you at the closeout of the inspection ma y b
underlying oroblems in your firm's manufactunnc and ualit
are responsible for investigating and determlnmg the cause

of th
by the FDA. If the causes are determined to be systems problems
initiate permanent corrective actions.

Federal agencies are advised of the issuance of all Warning Letters
e

that they may take this information into acco __t_ when considering the award of
contracts Addltlonallv no premarket submissions for Class Il devices to which QS
regulation deficiencies are reasonablv re Iated wi!l be cleared until the violations have
been corrected. Also, no requests for Certificates for Products for Export will be

a
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approved until the wolatlons related to the subject devices have been corrected.
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Please notify this office in writing within fifteen (15) working

of any steos you may have taken to correct the

frames W|th|n which the corrections will be com

on the FDA 483, (2) any documentation indicati

and (3) an exnlanatlon of each step being taken t
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underlying s vstems problems necessary to ass

—
N
~—

D O ¢
=y
n
o

=

3
@
-3

3
—
(0]

2 D

QQ
=
o
=4
-
-]
—*
—ry
0
-
T

¢

0 <
-

e
J0 O
—

n <
-

D

@

=1 'ID
n ECD (

—
=l

om thos
> corrections have been

(=8

(e QN
-]
< -

[
-
(

ﬁa' (5}
o
= QL
-
:
"3
V)
-}
(o Ry
3
[AY)
X
-
(@)
O
=
=]
=
D
-}
wn
=
(@]

Your response should be sen

t
Drug Admmlst ation, 555 Winderley Place,
475-4728.



